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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address - 
Period for^eply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136 (a). In no event, however, may a reply be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will appry and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 ) fx! Responsive to communication(s) filed on Jun 17, 2003 

2a) (x! This action is FINAL. 2b) □ This action is non-final. 

3) □ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11; 453 O.G. 213. 

Disposition of Claims 

4) 53 Claim(s) 1-4, 9-13, and 15-30 is/are pending in the application. 



4a) Of the above, claim (s) 



5)!x! Claim(s) 1-4, 10-13, 15-17, 19, 23, and 24 



6) 53 Claim(s) 9, 18, 20-22, and 25-30 

7) D Claim(s) 

8) D Claims 



is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)D The specification is objected to by the Examiner. 



10)D The drawing(s) filed on 



is/are a) □ accepted or b)D objected to by the Examiner. 



Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 

1 1 )□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner, 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

1 3) D Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 
a)D All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. □ Certified copies of the priority documents have been received in Application No. . 



3. □ Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachment(s) 

1) 53 Notice of References Cited (PT0-892) 4) □ Interview Summary (PTO-413) Paper No(s). 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s). (PTO-1 449) Paper No(s). 6) □ Other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 10 
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DETAILED ACTION 

The amendment filed is acknowledged and has been entered. Claims 1-4, 9-13, and 15-30 
have been examined on the merits. The text of those sections of Title 35, U.S. Code not included 
in this action can be found in a prior Office action. 

Claim Rejections -35U.S.C§ 112 

Claims 9 and 25-30 are rejected under 35 U.S.C. 1 12, second paragraph, as being 

indefinite for failing to particularly point out and distinctly claim the subject matter which 

applicant regards as the invention. 

Claims 9, 18, 20-22, and 25 are rendered vague and indefinite by the respective phrases 

"wherein the sympathomimetic agent is Citrus aurantium or other natural source of synephrine 

containing synephrine therein", "wherein the sympathomimetic agent is Citrus aurantium or an 

extract of Citrus aurantium or other natural source of synephrine containing synephrine therein", 

and "Citrus aurantium or other natural source of synephrine containing synephrine therein". 

These phrases are very unclear, awkward, and confusing. Further, please note that when included 

within the claimed composition, the essential ingredient Citrus aurantium (containing synephrine 

therein) is provided as an extract, not as a whole plant or fruit (as suggested by the claim language 

Citrus aurantium) and, thus, should be clearly defined as such. It is, therefore, again suggested 

that these phrases be amended to recite -wherein the sympathomimetic agent is an extract of 

Citrus aurantium containing synephrine therein, or other natural source of synephrine- (claims 9 

and 18), and -an extract of Citrus aurantium containing synephrine therein, or other natural 

source of synephrine— (claim 25). 
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All other cited claims depend directly or indirectly from rejected claims and are, therefore, 
also rejected under U.S.C 1 12, second paragraph for the reasons set forth above. 

Claim Rejections - 35 U.S.C § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that form the 
basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in- 

(1) an application for patent, published under section 122(b), by another filed in the United States before the 
invention by the applicant for patent, except that an international application filed under the treaty defined in 
section 35 1 (a) shall have the effect under this subsection of a national application published under section 
122(b) only if the international application designating the United States was published under Article 21(2)(a) 
of such treaty in the English language; or 

(2) a patent granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that a patent shall not be deemed filed in the United States for the purposes of this 
subsection based on the filing of an international application filed under the treaty defined in section 35 1 (a). 

Claims 25-30 are rejected under 35 U.S.C. 102(e) as being anticipated by Murad et al. 
(US 6,207,694), with evidence provided by Peirce (Am. Pharm. Assoc. - Practical Guide to 
Natural Medicines, 1999). 

A composition comprising saw palmetto or an extract thereof and synephrine or a natural 
source of synephrine such as Citrus aurantium is claimed. Dependent claims include the 
composition being suitable for various routes of administration including topical. 

Murad teaches pharmaceutical compositions (e.g., topical compositions) comprising saw 
palmetto (also known as Serenoa repens and Serenoa serrulata - as evidence: see, e.g., Peirce - 
page 579) extract and Citrus aurantium (see, e.g., col 7, lines 15-15-22; and Examples 2 and 5). 

Therefore, the reference is deemed to anticipate the instant claims above. 



* 
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Applicant's amendment necessitated the new ground(s) of rejection presented in this Office 

action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 

reminded of the extension of time policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within TWO 
MONTHS of the mailing date of this final action and the advisory action is not mailed until after 
the end of the THREE-MONTH shortened statutory period, then the shortened statutory period 
will expire on the date the advisory action is mailed, and any extension fee pursuant to 37 CFR 
1 .136(a) will be calculated from the mailing date of the advisory action. In no event, however, 
will the statutory period for reply expire later than SIX MONTHS from the date of this final 



Claims 1-4, 10-13, 15-17, 19, 23, and 24 are allowable. 

Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Christopher R. Tate whose telephone number is (703) 305-71 14. If 
attempts to reach the examiner by telephone are unsuccessful, the examiner's supervisor, Brenda 
Brumback, can be reached at (703) 306-3220. The Group receptionist may be reached at (703) 
308-0196. The fax number for art unit 1654 is (703) 872-9306. 



action. 



Conclusion 




Christopher R. Tate 

Primary Examiner, Group 1654 



